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DETAILED ACTION 

Applicant's response filed December 18, 2006 have been entered. No claims 
were amended. 

Claims 1-23 are pending. 
Claims 15-23 stand withdrawn. 

Objections 

The amendment filed April 18, 2001 is objected to under 35 U.S.C. 132 because 
it introduces new matter into the disclosure. 35 U.S.C. 132 states that no amendment 
shall introduce new matter into the disclosure of the invention. The added material 
which is not supported by the original disclosure is as follows: "pulmonary fibrosis". 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Response to arguments 

Applicant's arguments filed December 18, 2006 averring one of ordinary skill in 
the art would realize pulmonary fibrosis are within the scope of the inflammatory and 
autoimmune disease have been considered, but are not found persuasive. Examiner 
notes that although ipsis verbis is not required for fulfilling the written description 
requirements, there has to be some blaze marks disclosed in the specification that lead 
one of skilled in the art to the specific limitations. In the instant case, even though 
pulmonary fibrosis may be one of the disorders encompassed by the genus of diseases, 
there is no "blaze marks" provided that leads to the one of skilled in the art that the 
applicant have possession of treating the underlying cause of "pulmonary fibrosis". The 
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instant specification merely discloses the genus and a few specific species other than 
the specific specie "pulmonary fibrosis". 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The expression "underlying cause of ..." recited in claim 1 and 11 renders the 
claims indefinite as to what underlying causes the claims are encompassed. It is not 
clear what underlying cause the claims are intended to encompass. Examiner notes 
that the underlying cause of the disorders is not necessarily elevated IL-1 and TNF-a 
level since the said disorders or diseased is not necessarily caused or induced by 
elevated IL-1 and/or TNF-a level. Furthermore, it is not even clear what pathological 
conditions might be encompassed by the instant claims other than the specific disease 
states recited in claim 3. 

Response to arguments 

Applicant's arguments filed December 18, 2006 averring the skilled artisan would 
understand what pathological conditions being encompassed by the claims have been 
considered, but are not found persuasive. It is not clear how the disclosure in page 4 of 
the instant specification define the metes and bounds of the claims. There is no 



Application/Control Number: 09/768,816 Page 4 

Art Unit: 1617 

description or teachings in the particular passage pointing one of ordinary skill in the art 
to recognize the recited term "underlying cause of various diseases might be. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-14 are rejected under 35 U.S.C. 102(b) as being anticipated by GB 
1,578,452 ( ( 452) as evidenced by US 5,986,129 ('129). 

'452 teaches a method of treating rheumatoid arthritis and oseteoarthritis 
employing diacerhein (1,8-diacylrhein as taught in '129), in a dosage of 50mg (See 
page 4, lines 25-38). l 452 also teaches diacerhein can be formulated into different 
dosage forms such as tablet, pill, or a capsule (See page 4, line 1). 

The treatment of the underlying cause is considered inherently present in the 
method of treating rheumatoid arthritis disclosed in '452 since '452 teaches the exact 
same active method steps as recited. Accordingly, the inhibition of IL-1 and TNF-a 
levels is also considered inherently present in the method of treating rheumatoid arthritis 
disclosed in '452. 

Response to Arguments 

Applicants arguments filed December 18, 2006 averring the cited prior arts not 
teaching every recited limitations have been considered, but are not found persuasive. 
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Examiner notes that '452 clearly teaches diacerhein as useful to treat the inflammation 
that causes arthritis. Inflammation is the underlying course of the degradation of the 
joint (arthritis). 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to San-ming Hui whose telephone number is (571) 272- 
0626. The examiner can normally be reached on Mon 9:00 to 1 :00, Tu - Fri from 9:00 to 
6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, PhD., can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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